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Claim Objections 

Claims 40 and 42 are objected to because of the following informalities: 
In claim 40, the claim dependency needs clarification. 
In claim 42, lines 6 AND 7, "the length" should be changed to -a length--. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112 

Claim 14 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

In claim 14, Applicants recite the pressure apparatus and it is unclear how this claim 
further structurally limits the system of claim 17 which has a pressurizing device. Clarification 
is necessary. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 17/2-4, 10-16, 34-36, and 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over XP-000980708 in view of Hijlkema et al (US 6,739,033) and Heller et al (US 
2003/0215564). 

XP provides a system for coating an implantable medical device comprising a coating 
composition in a cup (E), the excess composition in a bottom of the cup defining a reservoir of 
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the coating composition (E), the composition being a polymer and therapeutic agent, the cup 
including a hollowed tubular textile/cloth/fiber//filament type liner body; an applicator including 
a planar or flat sheet (C, D) including a coating surface and a porous region in fluid 
communication with the coating composition in the reservoir, wherein the porous region is 
capable of conveying the coating composition from the reservoir to the coating surface via 
wicking/capillary action; and a rotatable support element or mandrel (A) to support an 
implantable medical device in close proximity to or in contact with the coating surface of the 
applicator wherein the cloth liner body is configured such that when the mandrel supported 
medical device is inserted into the bore by user hands and rotated against the inner surface of the 
liner body, coating composition is applied to the medical device (see embodiments, of Figs. 1 
and 2). XP is silent concerning 1) a temperature controller in communication with parts of the 
system (at least one of applicator, support element and reservoir) so as to control the temperature 
(heating or cooling) of the coating material and 2) a pressurizing device in communication with 
the applicator or reservoir for conveying coating composition from the reservoir to the coating 
surface. However, it was known in the art, at the time the invention was made, to provide a 
temperature controller (enabling heating or cooling) in communication with of a stent 
manufacturing/processing chamber in order to maintain a desired temperature of the coating on 
stent in order to prevent degradation of the coated stent product as evidenced by Hijlkema et al 
(col. 3, lines 1 1-24; col. 5, lines 9-24; col. 6, lines 31-44 and lines 60+ to col. 7, line 12). It would 
have been obvious to one of ordinary skill in the art to provide a temperature controller as taught 
by Hijlkema et al in communication with at least the XP reservoir in order to maintain a desired 
temperature of the coating on stent to prevent degradation of the stent product. In addition, it 
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was known in the art at the time the invention was made to provide a manipulative type mandrel 
device for effecting vertical motion of the mandrel, rotary motion of the mandrel, and/or 
vibratory motion of the mandrel to facilitate coating of a stent mounted on the mandrel as 
evidenced by Heller [0026]. One of ordinary skill in the art would readily appreciate the use of a 
manipulative type mandrel device as taught by Heller in the system as defined by the 
combination above, in order to allow for automated manipulation of the mandrel with the stent 
thereon which would in turn allow for pressurizing of the XP system to allow for transfer or 
conveyance of coating composition to the stent product. 

With respect to claim 2, the applicator when placed in the cup is deemed a hollow tubular 
body having a bore for receiving the medical device. 

With respect to claim 3, there is no teaching of a half tubular body configured to receive 
the device; however, it would have been within the level of one skilled in the art to make the 
applicator of half of a tubular body so as to use less material to make the coating system and 
thereby lower manufacturing costs. 

With respect to claim 4, see coating surface (C ) which is flat as shown in Fig. 1 of XP. 

With respect to claim 10, the system as defined by the combination above would allow 
for rotation of the medical device via use of the manipulative type mandrel device. 

With respect to claims 1 1 and 13, the implantable device/stent, has been given no 
patentable weight. 

With respect to claim 12, the system as defined by the combination above provides for a 
linearly movable applicator because the liner is insertable and thus removable by hand from the 
cup. 
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With respect to claim 14, the system as defined by the combination above would provide 
for pressure to be applied to composition in the reservoir via use of the manipulative type 
mandrel device. 

With respect to claim 15, the applicator can be made from sponge which can be natural or 
synthetic to include a polymer. 

With respect to claim 16, the type of material used to make the applicator suitable to 
provide for coating of the medical device is deemed to be within the purview of one skilled in the 
art. 

With respect to claims 34-36, the characteristics of the applicator from including uniform 
pores to the applicator having capillaries go to the characteristics of the foam or cloth. Such 
characteristics of the applicator would be well within the purview of one skilled in the art so as to 
control the amount of coating material to be applied and retained on the medical implant device. 

Claims 5, 6, 8, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over XP- 
000980708 in view of Hijlkema et al (US 6,739,033) Heller et al (US 2003/0215564) as applied 
to claim 17 above, and further in view of Sarada et al (US 5,136,968). 

The teachings of XP, Hijlkema, and Heller have been mentioned above and while a 
planar sheet is used to coat the stent including foam, cloth (fibre/filament based material), etc., 
XP/Hijlkema/Heller fail to suggest the pore characteristic (pore radius of. 1 microns to 1000 
microns) of the foam or cloth. However, it was known in the coating art, at the time the invention 
was made to provide at least one porous applicator with a porous region in the range of less than 
30 microns to facilitate metering of coating material from the coating reservoir as evidenced by 
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Sarada (col. 3, lines 12-14). In light of the teachings of Sarada, it would have been obvious to 
one of ordinary skill in the art to provide the system as defined by the combination above with a 
porous region having a pore size including a radius in the claimed range in order to allow for 
metering of the coating material from the reservoir. Furthermore, it would have been obvious to 
one of ordinary skill in the art to determine, via routine, experimentation, the appropriate pore 
characteristics including pore radius and degree of porosity, in accordance with the medical 
device being produced and the amount of coating material sought to be retained on the medical 
implant device. 

With respect to claims 8 and 9, the XP system provides for a foam or sponge based 
porous sheet but a layered sponge or foamed sheet having different porosities, is not set forth. 
However, it was known in the coating art, at the time the invention was made to provide at least 
one porous applicator with a porous region in the range of less than 30 microns to provide for 
metering of coating material from the coating reservoir adjacent another porous applicator with 
the latter porous applicator having a greater pore dimension as evidenced by Sarada (col. 3, lines 
5-14). In light of the teachings of Sarada, it would have been obvious to one of ordinary skill in 
the art to provide the system as defined by the combination above with two porous regions 
having different pore dimensions in order to provide a layered sponge or foamed sheet in order to 
control the wicking of the coating from the reservoir to the sheet to the medical device so as to 
provide a desired thickness of coating thereon. 
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Allowable Subject Matter 

Claims 18-20 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

Claims 42/40, 43, 44, and 45 would be allowable. 
Claims 46/47, 48 would be allowable. 

Claims 46-48 would be allowable because there is no teaching or suggestion in the prior 
art of a system for coating an implantable medical device with a coating composition, 
comprising the combination of a reservoir holding a coating composition; an applicator 
including a coating surface and a porous region in fluid communication with the coating 
composition in the reservoir, wherein the porous region is capable of conveying the coating 
composition from the reservoir to the coating surface; a support element to support an 
implantable medical device in close proximity to or in contact with the coating surface of the 
applicator; and a pressure apparatus configured to supply a gas to, and being in fluid 
communication with the coating composition so as to enhance the loading of the coating surface. 

Response to Arguments 

Applicants' arguments filed 8/28/08 have been fully considered but they are not 
persuasive. 

Applicants contend that any obviousness rejection including the teachings of Hijlkema 
should be withdrawn as being improper because Applicants' system is configured to coat a 
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prosthesis using a temperature controller while Hijlkema modifies the surface temperature of a 
work piece to make the coating more resistant to chipping or cracking by making the surface 
more cold or hot. It appears that the Office has concluded that the standard for obviousness may 
be met by a mere showing that all elements in the claim were separately known and capable of 
being combined to re-create the invention. Thus, one of ordinary skill would have been 
motivated to use a temperature controller in any part of a stent manufacturing system apparatus 
in view of the teaching in Hijlkema. 

Applicants' argument with respect to Hijlkema is well taken in that Applicants' claimed 
invention has been deemed obvious because Applicants have combined known structural 
features used in apparatus for processing stents, thus it would be improper to grant patentability 
of the instantly claimed invention. In view of the primary reference, XP, it would have been 
common sense to provide for temperature control of the system because in some instances the 
coating material may be viscous, wherein temperature control would allow for control of the 
viscosity of the material being applied to the stent. Hijlkema alludes to temperature control 
about the processing of a coated stent to minimize degradation of the stent product as noted in 
the citation above. To provide for a temperature controller in the XP system would be well 
within the purview of one skilled in the art. 

Applicants argue that any obviousness rejection including the teachings of Heller should 
be withdrawn as being improper because Heller does not teach a pressurizing device as instantly 
claimed. Heller describes a process by which a stent is spun and/or vibrated when it is being 
sprayed by a coating. Not only is Heller referring to a different type of coating system, i.e., one 
that uses a spray, the reference is totally devoid of a pressurizing device in communication with 
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the applicator or the reservoir for enhancing the conveyance of the coating composition from the 
reservoir to the coating surface. 

This argument is also well taken in that Heller does not explicitly teach a pressurizing 
device. Heller teaches a manipulative type mandrel device for effecting vertical motion of the 
mandrel, rotary motion of the mandrel, and/or vibratory motion of the mandrel to facilitate 
coating of a stent mounted on the mandrel. The primary reference, XP, provides for 
manipulation too of the stent on a mandrel but does not show the structure or means to effect the 
rotation of the stent. Presumably, a user could manipulate the mandrel by hand OR means could 
be used to manipulate the mandrel automatically so a user would not be needed to result in a 
automated system. In light the manipulative mandrel device of Heller which is used for coating 
stents, one of ordinary skill in the art would readily appreciate use of such a manipulative 
mandrel device in the XP system to provide for automated manipulation of the stent during 
coating to do away with archaic manual manipulation. The vibratory motion as well as the 
vertical motion would effectively pressurize the system to cause more coating to be applied to 
the stent when placed on the manipulative mandrel device within the coating cup. 

Thus, the cumulative addition of a temperature controller and an automated mandrel 
manipulator to the XP stent coating system would be within the purview of one skilled in the art 
and thus the obviousness rejection combining the teachings of XP with Hijklkema and Heller 
stands. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nadine Norton can be reached on (571) 272-1465. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Laura Edwards/ 
Primary Examiner 
Art Unit 1792 
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